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Disclaimer
These guidelines have been prepared to promote and facilitate standardisation and consistency of
practice using a multidisciplinary approach.

This document is intended to provide general guidance. Organisations or individuals must use
appropriate clinical judgment and knowledge when applying the general principles and
recommendations contained in this document. The Principles and Recommendations in this
guidance may not be appropriate in all circumstances and decisions to adopt specific
recommendations should be made by the practitioner taking into account the relevant
circumstances.

RADT is the subject of on-going research and debate. This tool should be used to guide operating a
RADT programme and any programme implemented should have clinical input and take due regard
of the individual circumstances of the setting.

These Guidelines do not replace professional judgment, whereby the clinician or health professional
decides that individual guideline recommendations are not appropriate in the circumstances
presented to them, or whereby an individual declines a recommendation to participate in the
programme.

Users of this guidance must ensure they have the current version (hardcopy or softcopy) by
checking the relevant section of the HSE website www.hse.ie . Whilst every care has been taken to
ensure that all information contained in this publication is correct, the HSE cannot accept
responsibility for any errors or omissions which may have occurred. Any Third Party adopting or
using these guidelines, whether in Ireland or elsewhere, does so at their own risk and on the basis that
they agree to indemnify and keep the HSE indemnified against all costs, claims, actions, proceedings,
demands, losses, awards, penalties, fines, liabilities and expenses of whatsoever nature incurred by the
HSE, its employees, sub-contractors or agents howsoever arising from the use of the Guidelines This
indemnity extends to any act, neglect, breach of contract, breach of duty, breach of statutory duty,
error, default or omission on the part HSE.
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1.0 Glossary

#

Term

Description

1

RT- PCR

Reverse Transcription Polymerase Chain Reaction – a
type of laboratory test for the diagnosis of COVID-19

2

RADT

Rapid Antigen Diagnostic Test

3

NPT

Near-Patient Testing

4

PH

Department of Public Health

5

HSA

Health and Safety Authority

6

GDPR

General Data Protection Regulation

2.0 Background
In line with guidance from the World Health Organisation (WHO) RT-PCR is the recommended
method of testing for the diagnosis of SARS-COV-2 virus. In the context of the national HSE
Test and Trace programme, RT-PCR is the principal testing method due to its accuracy and
widespread availability. Turnaround time from sampling to result is within 24 hours for
approximately 90% of all samples taken. However, in many acute hospital settings with rapid
access to laboratory services RT-PCR results are reported on urgent samples between one
and two hours after sample collection.
Rapid antigen diagnostic tests (RADTs) can also be used for the detection of SARS-CoV-2;
the advantage of these is that they are easy to use and offer rapid results. They have been
developed as both laboratory-based tests and for near patient testing (NPT), and results are
normally generated in 10 to 30 minutes after the start of the analysis, and at low cost. However,
most currently available RADTs have, to date, demonstrated lower sensitivity when compared
to the gold standard RT-PCR test, although their specificity is generally reported to be high.
There is evidence that RADT tests do identify infection in some asymptomatic people; where
CT values are less than 27 (indicating higher levels of infectivity), sensitivity of RADTs can
approach 85%. People testing themselves at home become adept at swabbing after three
goes (at which point the sample quality is indistinguishable from a test done by a professional).
Where RADTs are used three times per week their sensitivity approaches that of PCR testing.
The current position of the HSE is to use RADTs only in settings where there is a CE marked
assay for use, where an appropriate clinical care pathway is in place and where there are
operational reasons that make deployment of the RADT necessary or preferable to use of an
accessible RT-PCR based pathway.

3.0 Purpose
The use of RADT to support case finding in a variety of settings is an important option to have
available to Public Health in Ireland. Being able to identify people who may be infected, will
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facilitate preventative action earlier and assist with reducing transmission. While stopping
RADT can be done at short notice, starting up a programme of this nature cannot be done
quickly.

Any RADT programme should not replace any existing testing pathways, control measures or
outbreak management processes; rather, the programme will explore the feasibility of RADT
as an additional tool in the overall risk management with regards to reducing the spread of
SARS-CoV-2 infection.
This guidance document aims to inform stakeholders involved in the planning, implementation
and evaluation of a self-managed RADT programme and establish the feasibility of
implementation at scale.

4.0 Scope
4.1 In Scope
 Identify an approach to RADT that can be operationally scalable
 The focus is on the use of RADT for asymptomatic individuals; anyone experiencing
symptoms should access PCR testing through existing pathways

4.2 Out of Scope
 Validation of the RADT assay
 Testing of children or any staff or students < 16 yrs
 Evaluation of the clinical utility of RADT as an intervention

5.0 Target Group
To be decided by the sector / Department

6.0 Objectives
6.1

The objectives of the RADT programme are to:


Test a scalable operating model for RADT which can be implemented safely and
effectively



Ensure clarity and consistency in the delivery of RADT across the sector by all the
participants involved



Inform the clinical and operational governance framework for a RADT programme
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6.2

Assess engagement and compliance with regular ongoing RADT within asymptomatic
individuals and to collect feedback on user experience

A successful programme will involve:


Informing operational understanding on the role of RADT in supporting the functioning
of your sector



The successful implementation of the RADT process and pathway across various
settings



Identification of processes that require refinement prior to any considered wider RADT
rollout



Agreement from all stakeholders as to the final RADT process and pathway, if this is
determined appropriate

6.3

Evaluation of the RADT programme:

Data and feedback should be collected during and after the programme, including:






Percentage of participants on the site who register to take part
Number of tests completed per week
Number of Detected results
Number of Detected antigen cases confirmed by PCR
Feedback from site management / site lead

7.0

Roles and Responsibilities

7.1

It is the responsibility of the Department to:


Provide oversight to the implementation of the Programme as part of the Project
Implementation Group



Provide appropriate clinical governance for the testing programme



Assist the sector in identification of a suitable testing assay. It is recommended to
use a CE marked antigen test - a list of antigen tests agreed at the EU Health
Security Committee (HSC) can be found at:
https://ec.europa.eu/health/sites/default/files/preparedness_response/docs/covid19_rat_common-list_en.pdf



Assist the sector in selection of suitable sites to participate in the Programme



Contribute to monitoring and evaluation of the Programme



Manage communications
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7.2

8.0

It is the responsibility of each site to:


Operationally manage the running of the RADT programme



Nominate a site lead as the point of contact



Manage communications with staff, students and other relevant stakeholders



Complete a risk assessment for the RADT programme



Identify volunteers willing to participate in the programme



Provide ongoing support for participants in the programme (where such supports are
in place)



Collect data on the test kits issued



Provide reports to the Department as required

Liability

The Department will provide a Letter of Comfort to the respective sectors/ sites to cover those
institutions who have signed up for the antigen testing programme, for the duration of the
programme.
Where the antigen tests are supplied by the HSE, the Department will indemnify and keep
indemnified the HSE against any costs, claims, actions, proceedings, demands, losses, awards,
penalties, fines, liabilities and expenses of whatsoever nature incurred by the HSE, its employees,
sub-contractors or agents howsoever arising from the use of the antigen tests. This indemnity
extends to any act, neglect, breach of contract, breach of duty, breach of statutory duty, error,
default or omission on the part HSE in relation to the antigen tests

7

RADT Programme: Guidance document

9.0

Pathway

10.0

Procedure

10.1

Site preparation



10.2

Prior to commencement of the programme, each site will be provided with an
information pack and site preparation checklist (see Appendix 1), to include:
o

Information for site leads – Powerpoint presentation

o

Information on the antigen test kit

o

Information for participants

o

Registration and Consent forms

o

Process for ordering and tracking test kits

o

Template to report no of test kits issued

o

Feedback forms

o

Support contact details

Risk assessment

A written occupational health and safety risk assessment must be completed before
commencement of the programme, to take account of this new work activity and specific risks
associated with use of RADT in the workplace. Further information on workplace Risk
Assessments can be found on the HSA website www.HSA.ie.
More information on potential risks can be provided by the HSE support contact if required.
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10.3

Registration

 The targeted population are provided with information on the proposed programme
and invited to consent and participate.
 Those who wish to consent and participate must register for the programme by
completing the Registration and Consent form (see Appendix 3) and return to the site
lead.
 All personal information collected as part of the programme is maintained by the facility
in line with GDPR requirements

10.4

Provision of test kits

 Each site identifies the number of test kits required for the duration of the programme
and notifies the contact person responsible for distribution.
 The required number of test kits are delivered to the site
 The site lead ensures that the kits are stored safely and in accordance with the
manufacturer’s instructions
 Each participant is supplied with the required number of test kits
 The site lead arranges distribution or collection of the test kits to the participants in the
programme

10.5

Swabbing and testing

 It is the responsibility of each participant to carefully read the test kit instructions and
information provided before commencing testing
 The participant is asked to watch a video on how to self-test
 Each participant completes tests pre-event or on 2 days per week, 3-4 days apart
depending on the programme
 The test should be completed prior to attending for work or attending an event
 The swab sample is collected and analysed as per the manufacturer’s instructions
 Following completion of each test, the participant reads the results as per the
manufacturer’s instructions
 For each scheduled test, there are 3 possible outcomes
(i)

Detected (Positive)
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(ii)
(iii)

Not detected (Negative)
Invalid

 Each person should safely store the test kit as per the manufacturer’s instructions

10.6

Reporting results

All test results, whether detected (positive) or not detected (negative), must be reported on
the HSE website at www.hse.ie/antigentestresult

10.7

Disposal of the test kit

The test kit and all its components should be safely disposed of in line with the manufacturer’s
instructions.

10.8

Actions for participants if the result is Detected:

 Immediately commence self-isolation (stay in your room)
 Report to employer / line manager to inform them that you will not be able to attend for
work
 Go to the Report Antigen Test page on the HSE website where you will be able to
report your result and book a confirmatory PCR test


If you have any difficulty booking a PCR test on the website, you can also arrange a
test by contacting your GP

 Other people in your household who are unvaccinated should restrict their movements
(stay at home) until you get the result of your PCR test

10.9

Actions for participants if the result is Not-detected:

 Report each not-detected result by going to the Report Antigen Test page on the HSE
website
 A not-detected result does not mean that you do not have Covid-19. You must continue
to follow all current guidelines including regular handwashing, social distancing and
wearing face coverings, where required
 If you have or develop symptoms of Covid-19 including a fever (high temperature - 38
degrees Celsius or above), a new cough, shortness of breath or breathing difficulties,
or a loss or change to your sense of smell or taste, self-isolate (stay in your room) and
arrange a PCR test.
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 If you are symptomatic, other people in your household who are unvaccinated will need
to restrict their movements (stay at home) until you receive the result of your PCR test.

10.10 Actions for participants if the result is Invalid:


In the case of an invalid result you should repeat the test immediately



If there is enough sample solution left in the extraction tube, use the same specimen
with a new test cartridge



If there isn’t enough sample solution left in the extraction tube, repeat the test
procedure from the beginning with a new swab

10.11 Actions for site lead if notified of a Detected result on RADT:


Advise the participant to report their result and book a PCR test through the Report
Antigen Test page on the HSE website



Advise the participant to self-isolate at all other times aside from being tested



No further action is required at the site until the result is confirmed through PCR



Do not inform other colleagues / students of any person’s individual results

11.0

Reporting requirements

 Each site keeps a record of the number of tests ordered, received and issued. The lot
number of the tests issues to each individual participant is recorded on the spreadsheet
provided.
 At the beginning of the programme, each site reports to the Department on the total
number of registered participants and the number of test kits issued.
 At the end of the programme, each site confirms to the Department the number of tests
issued and the number of unopened boxes available for return.
 Feedback is welcomed from participants in the programme at any stage in the process
– this can be anonymised and forwarded to the Department / Sector through the site
lead.
 The management of each site are invited to return feedback to the Department at any
stage of the programme, and at the end using the form provided.

12.0

Return / disposal of unused test kits
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At the end of the programme, each participant returns any unopened test kits to the
site lead



Any opened kits are safely disposed of according to the manufacturer’s instructions



Each site lead arranges for return of all unopened test kits to the identified contact

13.0
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14.0

Appendices

14.1

Appendix 1

#

Template Site preparation checklist

Checklist

Status

Site / Operational Preparations
1

Identify site lead for the programme
(Role: Point of Contact, local operational management and reporting)

2

Complete Health and Safety Site Risk Assessment for the RADT

3

RADT Site Information pack and templates received

4

Locate secure storage facilities for RADT stock

5

Site lead to identify quantity of antigen test packs required and order
antigen test packs with logistics

6

Ensure safe storage of kits until distributed

7
8

Distribute and record the kits and lot numbers given to each person
taking part in the programme
Complete and return report to Department at beginning and end of
programme or as required

9

Provide operational feedback at end of programme

10

Collect unopened test kits and arrange return to the supplier at the
end of the programme

11

Confirm support number and point of contact for RADT programme

Participant Preparations
12

Participant communications issued to inform of RADT Programme and
invite potential participants to register, give date to complete and send
reminders

13

Collect completed Registration and Consent forms and store in
accordance with Data protection policies and procedures

14

Site Lead prepare Participants testing schedule

15

Participant communications issued to inform of testing schedule

16

Participants collect the RADT packs

17

Participants read all instructions and information provided with the
test kits before commencing use

Participant RADT Results
18
19
20
21

Ensure all participants on RADT programme are clear on the processes
to follow for self-testing and reporting results online
Ensure all participants on RADT programme understand the process of
Detected results
Ensure all participants on RADT programme understand the process of
Not-Detected results
Ensure all participants on RADT programme understand the process of
Invalid results
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Appendix 2

Template Information for participants

What You Need to Know about the Rapid Antigen Diagnostic Test (antigen
test) Programme for COVID-19
You are being invited to join a project to look at how we could use antigen tests to
identify COVID-19. This leaflet explains all about the project.

Who is doing this project?
The Department of ………….

Why is this project happening?
This project will help the Department/Government learn more about how antigen tests
might be used more widely in this sector / society.

What is an antigen test?
An antigen test is a test can be used to detect the virus that causes COVID-19.

What is the difference between a PCR test and an antigen test?
The COVID-19 test used in Ireland generally is a PCR test. This is the most reliable test
available because it looks at the genetic material of the virus. It is done in a lab and is a
very reliable way of knowing if you are currently infected with COVID-19. A swab is
taken from the inside of a person’s nose and throat and sent to a lab. But it takes 1 or 2
days to get the result.

Antigen tests do not have to be done in a lab. They can be done at home or at work.
They provide results within 15-30 minutes, so they can help identify COVID-19
infections quickly.

Who can take part in the project?
To be completed by the Project Lead / Sector

Do I have to take part in this project?
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No. You do not have to take part in this project.

Can I take part in the project if I have symptoms or are self-isolating?
No. It is important that you do not take part if you:


have symptoms of COVID-19 – you should self-isolate immediately and arrange
a PCR test



are self-isolating because you have been identified as a close contact of a
person who has been confirmed as having COVID-19

If I have no symptoms will one antigen test be enough?
If you have no symptoms antigen tests are less sensitive, this is why it is important to
test at least twice a week. If antigen tests are used this way it makes them more
effective at picking up COVID 19 cases earlier.

When is the project happening?
The project will start on [insert date] and will run for four weeks.

What is involved if I decide I want to take part?
Participants in the project will be asked to:


Read the instructions and information provided with the antigen test kits and
watch a video that explains how to carry out the test at home.



Do the tests at home [e.g. before an event / or if part of a programme 2 days per
week.] The site lead will tell you which days you should do the tests.



Report all your antigen test results on the Report Antigen Test page on the HSE
website. You will be given the link to this page before you start your antigen
tests.

To do the test, you will take a swab from both nostrils. Use the test kit according to the
manufacturer’s instructions to process your results. The test is painless, but it may be a
little uncomfortable to do. The test takes 5 minutes to complete, and you can read the
results after 15 – 30 minutes [insert exact details depending on the test kit being used
for the programme]
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More information on the test kit is available at [insert exact details depending on the test
kit being used for the programme]

If you decide to take part in the project, you will be given test kits to bring home with
you. When you take the test kits home, you will need to:


follow the manufacturer’s instructions about how to use the tests



store the test kits safely



get rid of the test kits appropriately when you are finished.

What if the antigen result shows Detected (Positive)? What do I do then?
If your antigen test result is Detected (Positive), you need to self-isolate and have a
PCR test to confirm if you do have COVID-19, and you will not be able to go to work or
college while you wait for the results of that test. To report your positive result and
arrange a PCR test, go to the Report Antigen Test page on the HSE website.

If you have any difficulty booking a PCR test on the website, you can also arrange a
test by contacting your GP.

If your PCR test is positive, the Department of Public Health may need to tell your
employer or college for the safety and well-being of others.

What are the advantages of taking part?


Taking regular antigen tests may help identify cases of COVID-19 earlier and
prevent the spread of infection



The results of the project will help us understand:
o how easy or difficult it is to do regular antigen tests
o if it is practical to continue an antigen testing programme

What are the disadvantages of taking part?


Antigen tests are not fully accurate.
o You could get a Detected (Positive) result and then find out after your
PCR test that you don’t have COVID-19. This could cause unnecessary
disruption and worry for you or your family.
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o You could get a Not-detected (Negative) result but still have COVID-19,
which could give you a false sense of security – that is why it is really
important that everyone continues to follow the public health advice.


The antigen test requires you to take a swab from your nose. You may find this
uncomfortable and tiresome to keep doing. However, if you would like to stop
taking part in the project, you can stop at any time.

What happens if I don’t want to be part of the project?


You are not required to participate in this project. It is completely voluntary.



If you decide to take part and then later change your mind, you can leave at any
stage.



There will be no negative consequences for you if you decide not to take part.

How do I register for the project?
If you want to register to take part in the project, please complete the Registration and
Consent form and return it to [Insert name or email] by [insert date].

If you have a question or concern about taking part, please contact [Insert name or
email]

Thank you for reading this information.
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14.3

Appendix 3

Registration and Consent Form

What You Need to Know about the Rapid Antigen Diagnostic Test (antigen test)
Programme for COVID-19
Please read this form and sign it if you consent to take part in this project.



I have read and understood the leaflet What You Need to Know about the Rapid
Antigen Diagnostic Test (antigen test) Programme for COVID-19.
I have had time to consider the information and confirm that I understand the
nature and purpose of this project.



I understand that taking part in this project involves self-testing (taking nasal
samples) as directed and reporting my results on the Report Antigen Test page
on the HSE website.



I understand that when I receive the antigen test kits, I must follow the
manufacturer’s instructions and store and dispose of test kits appropriately.



The antigen test kits I am given for the programme are only to be used by
myself.



If I have a Detected (Positive) antigen test result, I understand it is my
responsibility to report the result and get a PCR test using the online booking







system.
I understand that a Detected (Positive) antigen test result means that I need to
self-isolate to avoid infecting others while I wait for the result of the PCR test.
I understand that a Not Detected (Negative) result does not rule out the
presence of COVID-19. I must still follow all the measures to prevent the spread
of COVID-19.
The Department or the HSE will not be legally liable if the antigen test gives an
inaccurate result.
I understand there will be no negative consequences if I decide not to take part
in this project, either in my workplace or the standard of healthcare I get from
the HSE.



I am taking part voluntarily and can leave the project at any time.



I am over 16 years old.

Please tick the relevant box for each of the following three statements.

I agree to take part in this antigen testing programme

Yes
No
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I consent to reporting my antigen test results using the Report Antigen

Yes
No

Test page on the HSE website

Your signature
►Name (Block letters)
►Signature:

►Date:

Thank you.
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14.5

Appendix 5

Data collection and reporting templates

Registration and allocation tracker – to be retained by site.

Participant Name

Unique identifier
(eg DOB, Employee
no)

21

No of antigen
tests issued

Date issued

Lot number
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Returns Sheet
To be returned to the Department at beginning and end of programme.

Name of Site:
Start date:
Total no of
individuals invited
to participate

Total number
registered

Start of
programme:

End of
programme:
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Number of antigen
tests given out

Number of unopened
tests returned by
participants
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14.6

Appendix 6

Template Site Feedback form

Rapid Antigen Diagnostic Test (antigen test) Programme for COVID-19
Feedback Form for Site Leads and Managers

How satisfied were you with the amount of information and support you
received in setting up and running the programme?
Very satisfied

Satisfied

Neutral

Unsatisfied

Very unsatisfied

Did you find it easy or difficult to recruit participants to take part in the
programme?
Very easy

Easy

Neutral

Difficult

Very difficult

What was the most straightforward aspect of implementing the antigen
programme?

What was the most challenging aspect of implementing the antigen programme?

23

RADT Programme: Guidance document

What changes would be required to the antigen programme to make it
sustainable in the longer term?

What additional supports or resources would be required to implement antigen
testing in the longer term?

Do you believe antigen testing is a useful addition to the overall management of
Covid-19 within your work setting?
Yes

No

Any other comments:

Thank you for taking the time to fill out this feedback form.
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14.7

Appendix 7

Template Participant Feedback form

This form could be modified for use on an online platform eg MS Forms or Survey Monkey.

Rapid Antigen Diagnostic Test (antigen test) Programme for COVID-19
Feedback Form
Thank you for taking part in this project. Please use this short form to tell us what
you thought about the project. Please answer all questions on this 2-page form.

Did you get enough information about the project before it started?

How easy or difficult was the self-testing process?
1

2

3

4

5

6

7

8

9

Very easy

10
Very difficult

If you have any comments on self-testing, please write them here.

Are there other supports that would have made self-testing easier for you?
Please list them.

How was the process for reading and reporting the results?
1

2

3

4

5

6

Very easy

7

8

9

10
Very difficult

If there is a way you think the process can be improved, please tell us here.
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When your antigen test results were negative, did it change your attitude or
behaviour with regards to COVID-19 restrictions?
 Yes

 No

If your attitude or behaviour did change, please explain how.

Please list one good thing about the antigen project.

Please list one thing that could make the antigen test process better.

If this programme was continued on ongoing basis, are you likely to
continue with the tests?
1

2

3

4

5

6

Very likely

7

8

9

10

Very unlikely

If you have any comments on the antigen project, please write them here.

Thank you.
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